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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)M This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 64, 68, 73-75, 77, 79-82. 84. 87.92-94 and 96-100 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) 64.68.73-75.80-82.84.87.92-94 and 98-100 is/are rejected. 

7) M Claim(s) 77.79.96 and 97 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 24 March 2004 is/are: a)M accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) CI Notice of References Cited (PTO-892) 

2) EH Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) M Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date 5/27/04 . 



4) 0 Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) O Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 
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DETAILED ACTION 



Claim Rejections - 35 USC § 112 - 1 st paragraph 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 64, 68, 73-75, 80-82, 84, 87, 92-94, and 98-100 are rejected under 35 U.S.C. 1 12, 
first paragraph, as failing to comply with the written description requirement. The claims 
contain subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that Applicant, at the time the application 
was filed, had possession of the claimed invention. 

The claims are drawn to a method of treatment comprising the administration of an agent, 
wherein the agent is described in terms of its function. A description in terms of function may be 
adequate when the functional characteristics are coupled with a known or disclosed with a 
known or disclosed correlation between function and structure or by a combination of such 
identifying characteristics, sufficient to demonstrate that Applicant was in possession of the 
claimed genus. 

According to the MPEP §2163 I. A. "the issue of a lack of adequate written description 
may arise even for an original claim when an aspect of the claimed invention has not been 
described with sufficient particularity such that one skilled in the art would recognize that the 
applicant had possession of the claimed invention. The claimed invention as a whole may not be 
adequately described if the claims require an essential or critical feature which is not adequately 
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described in the specification and which is not conventional in the art or known to one of 

ordinary skill in the art " The MPEP states in §2163 II 3 ii) "The written description requirement 

for a claimed genus may be satisfied through sufficient description of a representative number of 

species by actual reduction to practice (see i)(A), above), reduction to drawings (see i)(B), 

above), or by disclosure of relevant, identifying characteristics, i.e., structure or other physical 

and/or chemical properties, by functional characteristics coupled with a known or disclosed 

correlation between function and structure, or by a combination of such identifying 

characteristics, sufficient to show the applicant was in possession of the claimed genus (see i)(C), 

above). See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406." 

According to the MPEP §2163.02 Standard for Determining Compliance With the 

Written Description Requirement, 

"The courts have described the essential question to be addressed in a description 
requirement issue in a variety of ways. An objective standard for determining 
compliance with the written description requirement is, "does the description 
clearly allow persons of ordinary skill in the art to recognize that he or she 
invented what is claimed". In re Gosteli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 
1618 (Fed. Cir. 1989). Under Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563- 
64, 19 USPQ2d 1111, 1117 (Fed. Cir. 1991), to satisfy the written description 
requirement, an applicant must convey with reasonable clarity to those skilled in 
the art that, as of the filing date sought, he or she was in possession of the 
invention, and that the invention, in that context, is whatever is now claimed. The 
test for sufficiency of support in a parent application is whether the disclosure of 
the application relied upon "reasonably conveys to the artisan that the inventor 
had possession at that time of the later claimed subject matter". Ralston Purina 
Co. v. Far-Mar-Co., Inc., 772 F.2d 1570, 1575, 227 USPQ 177, 179 (Fed. Cir. 
1985) (quoting In re Kaslow, 707 F.2d 1366, 1375, 217 USPQ 1089, 1096 (Fed 
Cir. 1983))." 

This case was filed before Applicants had a clear idea of the disease conditions that might 
be treatable by the recited etoposide conjugates. Etoposide is well known as a broad spectrum 
agent for the treatment of cancer. However, other than cancer, the specification discloses no 
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specific diseases or even broad classes of disease types. The description requirement of the 
patent statute requires a description of an invention, not an indication of a result that one might 
achieve if one made that invention. The specification provides broad areas of future research and 
speculation, inviting undue experimentation in learning how to use Applicant's invention. 

Claim Rejections - 35 USC § 112 - 2 nd paragraph 

The following is a quotation of the second paragraph of 35 U.S. C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 64, 68, 73-75, 80-82, 84, 87, 92-94, and 98-100 are rejected under 35 U.S.C. 1 12, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

Defining a disease by the therapeutic agent to which it is "responsive" renders the scope 
indeterminate because the claim language may read on disease not yet known to be responsive to 
etoposide with no way to determine what such a disease might be. Furthermore, even if one of 
ordinary skill were to undertake the great amount of experimentation necessary to test all 
possible diseases, the specification no particular metric described for determining what 
constitutes "responsiveness." The claims are thus rendered vague and indefinite. 

Allowable Subject Matter 
Claims 77, 79, 96, and 97 are objected to as being dependent upon a rejected base claim, 
but would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. GREENWALD et al (WO 98/07713) teaches the 



Application/Control Number: 10/808,044 



Page 5 



Art Unit: 1623 

preparation of PEG conjugates of a variety of cancer chemotherapeutic agents, including 
etoposide, and their administration for the treatment of cancer. However, the reference teaches 
high molecular weight (at least 20,000 daltons) PEG conjugates and does not teach or fairly 
suggest the low molecular weight (at most, about 1 100 daltons) conjugates used in the instant 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Leigh Maier whose telephone number is (571) 272-0656. The examiner can 
normally be reached on Tuesday, Thursday, and Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Mr. 
James O. Wilson (571) 272-0661, may be contacted. The fax number for Group 1600, Art Unit 
1623 is (703) 308-4556 or 305-3592. 

Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, downloadable forms, basic search 
capabilities and much more. 
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June 24, 2005 



